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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )|3 Responsive to communication(s) filed on 12 April 2004 . 
2a)M This action is FINAL. 2b)n This action is non-final. 

3) \Z\ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 37-44 and 46-50 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) |EI Claim(s) 37-44 and 46-50 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims -44, 46-50 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zeitoun et al. (U.S. Pat. 4,432,966) over Ritschel et al. (US Pat. 6,365,185) and Oshlack et al. 
(US Pat. 5,356,467) for the reasons of record and the further reasons below.. 

Zeitoun et al. teach a dosage form containing a core containing a drug coated with a first 
layer containing ethyl cellulose which is covered by an enteric coating such as cellulose 
acetylphthalate, hydroxypropylmethylcellulose phathalte, keratin, and plasticizers (Columns 1,2). 

Ritschel teaches the use of ethylcellulose in the inner layer and that that the permeability 
can be modified by including surfactants and other soluble additives (Column 11, lines 10-26). 
It is taught that materials which increase permeability include hydroxy alkylcelluloses (Column 
10, lines 15-24). It is taught that the membrane contacting the core is impermeable to the 
solubilized or suspended active agent or osmotic agent it is necessary to include at least one 
orifice but that if it is permeable the orifice is optional and the use of swellable polymers in the 
core (Column 9, 1-17, Column 10, lines 51-59,Column 13, lines 26-68) 

Oshlack et al. (US Pat. 5,356,467) teaches that the release properties of zein containing 
coatings can be further adjusted to a desired rate by use of hydrophilic polymers (Column 8, 
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lines 53-68). It is taught that the controlled release coating can include an exit means comprising 
at least one passageway (Column 9, lines 66-68, Column 10, lines 1-12). 

The difference between the prior art and the claimed invention is that the prior art does 
not expressly disclose a dosage form containing a core, lipophilic layer and hydrophilic layer 
containing a peptide. However, the prior art amply suggests the same as dosage forms 
containing lipophilic and hydrophilic layers and coating membranes containing zein are known 
in the art. As such, it would have been well within the skill of one of ordinary skill in the art to 
modify the prior art as above with the expectation of obtaining a dosage form which can be 
formulated to deliver drug in the GI tract as desired and that the swelling agents will facilitate 
entry of environmental fluids. 

Examiner has duly considered Applicant's arguments but deems them moot in light of the 
new grounds of rejection herein. 

Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because every element of the 
invention has been collectively taught by the combined teachings of the references. 



A facsimile center has been established in Technology Center 1600. The hours of 
operation are Monday through Friday, 8:45 AM to 4:45 PM. The telecopier number for 
accessing the facsimile machine is (703) 872-9306. 

Any inquiry concerning this communication or earlier communications fi-om the 
examiner should be directed to Frank Choi whose telephone number is (571)272-0610. Examiner 
maintains a flexible schedule. However, Examiner may generally be reached Monday-Friday, 
8:00 am - 5:30 pm (EST), except the first Friday of the each biweek which is Examiner's 
normally scheduled day off. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Mr. Thurman Page, can be reached at (571)272-0602. Additionally, Technology 
Center 1600's Receptionist and Customer Service can be reached at (571) 272-1600. 
FIC June 28, 2004 ^ 



Conclusion 





